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DETAILED ACTION 

1 . The response filed August 1 3, 2008 has been received and considered. 
Claims 1-23 are pending with claims 6-23 remaining withdrawn from 
consideration for being directed to a non-elected invention. 

Information Disclosure Statement 

2. The information disclosure statement (IDS) submitted on June 20, 2008 
has been considered. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 3 and 4 are rejected under 35 U.S.C. 1 1 2, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Specifically, both claims 3 and 4 recite a "material having softness" (see 
claim 3, line 3 and claim 4, lines 4-5). It is unclear whether or not the material is 
made of a soft material or if the material comprises something soft. Also, it is 
unclear what materials are encompassed by the term "softness". The term 
"softness" in claims 3 and 4 is a relative term which renders the claim indefinite. 
The term "softness" is not defined by the claim, the specification does not provide 
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a standard for ascertaining the requisite degree, and one of ordinary skill in the 
art would not be reasonably apprised of the scope of the invention. 

Claim Rejections - 35 USC § 103 

4. The text of those sections of Title 35, U.S. Code not included in this action 
can be found in a prior Office action. 

5. Claims 1-5 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ogawa et al. (JP 2001070226 A - English language machine translation) in 
view of Palmers (U.S. Patent No. 6,251 ,345 B1 ). 

Regarding claims 1 and 2, Ogawa et al. disclose a medical equipment 
autoclaving system comprising a communication vent (21 1) through which the 
inside of medical equipment (endoscope) and the outside thereof communicate 
with each other, a pressure adjusting means that includes a check valve (202) 
which opens, only when the pressure in the inside of the medical equipment 
which communicates with the outside thereof through the communication vent 
gets higher than the pressure in the outside thereof by a certain value or more 
(see paragraphs [0028], [0031], [0050]- [0059] of machine translation), and an 
autoclave that sterilizes the medical equipment, wherein the autoclave executes 
the following process (see paragraphs [0034]-[0059] of machine translation): a 
first depressurization process including a step of depressurizing the inside of a 
chamber included in the autoclave; an autoclaving process which succeeds the 
first depressurization process and in which the chamber is pressurized; and a 
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second depressurization process succeeding the autoclaving process and 
including a step of depressurizing the chamber (see paragraph [0007]). 

However, Ogawa et al. fails to specifically disclose an autoclave with a 
control unit capable of controlling the above mentioned vacuum and autoclaving 
processes. 

Palmers discloses an autoclave (9) for sterilizing medical instruments 
wherein the autoclave utilizes a control unit (central unit 26) having a (micro 
processor 25) to control the sterilization process. The control unit (central unit 26) 
controls the valves (23) which operate the inlet and outlet of different fluids, such 
as water, pressurized air, steam, cleaning agents, vacuum, and lubricants (see 
col. 3, lines 44-55; see col. 4, lines 27-33; see figures 1 ,3, 4; see col. 2, lines 31 - 
31-37). Inside the central unit 26 is a micro processor 25 which controls the 
sterilization procedure in accordance with a chosen program and further, the 
micro processor 25 may be a full scale computer (see col. 3, lines 55-60; see col. 
4, lines 27-33). As such, the control unit of Palmers is capable of being 
configured to carry out depressurization (vacuum) processes and autoclaving 
(steam sterilization) processes in the configuration recited in applicants claims. 

Therefore, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to modify the system of Ogawa et al. and utilize 
the control unit exemplified by Palmers, to control vacuum and autoclaving 
processes as claimed by the applicant, in order to provide an automated 
sterilization process with a controller that controls all phases required for having 
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a medical instrument sterilized thus decreasing the chances for human error in 
the process. 

Furthermore, it would have been obvious and well within the ordinary level 
of skill in the art to repeat the depressurization (vacuum drying process) a 
plurality of times with a lower pressure each time in order to achieve complete 
drying of the endoscope if drying does not occur after a single vacuum drying 
process. Such a modification to the process only involves routine 
experimentation. In addition, Ogawa et al. teaches a depressurization step 
(vacuum drying step) after autoclaving and as such this is evidence that the 
system is capable of repeating a plurality of depressurization processes if 
required. 

Regarding claim 3, Ogawa et al. disclose medical equipment (endoscope) 
that includes an armor member (sheath) designed to shut out the inside of the 
medical equipment (endoscope) from the outside thereof and made of a material 
having softness (see paragraph [0024]-[0027], [0032] of the machine translation). 

Regarding claim 4, Ogawa et al. disclose an endoscope having a bending 
section (9) that is formed adjacently to the distal section of an insertion unit (2), 
which is inserted into an object, so that it can be bent, and an armor member 
(sheath) used to sheathe the bending section and made of a material having 
softness (flexible) (see paragraph [0024] of the machine translation). 

Regarding claim 5, Ogawa et al. disclose an endoscope having a 
communication vent (21 1 ) formed so that the communication vent (21 1 ) can be 
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forcibly unblocked after the completion of the second depressurization process 
(see paragraphs [0050]-[0053], [0060] of the machine translation). 



Response to Arguments 

6. Applicant's arguments with respect to claims 1 -5 have been fully 
considered but they are not persuasive. 

The Applicant argues on page 3 of the remarks filed August 13, 2008 that 
"Ogawa neither discloses nor suggests that the second depressurization process 
includes a plurality of depressurization processes, the pressure of at least one of 
which being lower than that of any other of the plurality of depressurization 
processes performed before it." 

The Examiner respectfully disagrees. First, this limitation is directed to an 
intended use of the system. As stated previously, Ogawa et al. discloses that the 
sterilization process includes a second depressurization step following the 
autoclaving step (see paragraph [0007] of the machine translation). Since 
Ogawa teaches a depressurization step (vacuum drying step) after autoclaving 
this shows that the system is capable of repeating a plurality of depressurization 
processes if desired or required. In addition, it would have been obvious and 
well within the ordinary level of skill in the art to repeat the depressurization 
(vacuum drying process) a plurality of times with a lower pressure each time in 
order to achieve complete drying of the endoscope. Such a modification to the 
process only involves routine experimentation. Therefore, the system of Ogawa 
is capable of performing the claimed functional limitations. 
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The Applicant further argues on page 4 of the remarks filed August 13, 
2008 that "Palmers also does not disclose or suggest that the second 
depressurization process includes a plurality of pressurization processes, the 
pressure of at least one of which being lower than that of any other plurality of 
depressurization processes performed before it. " The Appl icant goes on to 
further state that "It appears that the Examiner only cites Palmers as disclosing a 
control unit (micro processor 25) that is "capable" of controlling the vacuum and 
autoclaving processes recited in claim 1. Thus, Palmers does not expressly 
teach the vacuum and autoclaving processes as recited in claim 1. 

Since claim 1 now positively recites a control unit that is configured to 
carry out the above step, such a feature must be expressly shown in the 
reference or the claim allowed. That is, a reference merely teaching a controller 
that is "capable" of performing the feature is irrelevant when such a feature is 
positively recited in the claim, as is the controller configuration recited in claim 1." 

The Examiner respectfully disagrees. Palmer has been relied upon to 
simply teach that it is well known to use a controller to control operation of a 
sterilization process in an autoclave. Ogawa teaches or suggests the claimed 
process steps but fails to mention the use of a controller. It would have been 
obvious to utilize a controller of Palmer to carry out the process steps disclosed 
or suggested by Ogawa et al. 

Therefore, claims 1-5 remain rejected under Ogawa et al. in view of 
Palmers as stated above. 
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Conclusion 

7. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Sean E. Conley whose telephone number is 
571-272-8414. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Jill Warden can be reached on 571-272-1267. The fax 
phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 

December 5, 2008 

/Sean E Conley/ 

Primary Examiner, Art Unit 1797 



